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DETAILED ACTION 

1. Claims 23-24 submitted, 2-03-09, are directed to an invention that is independent or distinct 
from the invention originally claimed for the following reasons: 

The newly added claims are drawn to method of treating cancer and method of treating 
other disorders selected from AIDs, parasitic disease etc. . . These claims corresponded to Group III 
in the restriction requirement mailed 10-4-07. In response to the restriction requirement, Applicants 
canceled all of the claims drawn to Groups II-VI. Examination was conducted on the claims 
corresponding to Group I. 

Since applicant has received an action on the merits for the originally presented invention, 
this invention has been constructively elected by original presentation for prosecution on the merits. 
Accordingly, claims 23-24 are withdrawn from consideration as being directed to a non-elected 
invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

2. The amendment filed, 5/24/2010, is acknowledged. Claim 25 was added. Claims 1-2, 6, 11, 
16, 18, 20 and 23-25 are pending in this application. Claims 23-24 have been withdrawn from 
consideration for the reasons set forth above. 

3. All rejections made in the previous office action and not cited herein are hereby withdrawn. 

Maintained Rejections 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-2, 6, 16, 18, 20 and 25 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lewensohn et al. (WO01/96367). 

The claims are drawn to a tripeptide or tripeptide esters selected, where the tripeptide 
includes Pro-Phe-Phe and has a substituent at the not terminal amino acid moiety, with the proviso 
that said substituent is not — N(CH2-CH2-C1)2 in the meta position on the not terminal Pro-Phe-p- 
F-Phe. 

The reference disclose the compound: 




This compound is L-prolin-L-melphanyl-p-Fluorophenylalaline etiyl ester and is useful in 
treating malignant tumors (see claims). Note that the peptide sequence is Pro-phe-F-Phe, which 
meets the limitation of claims 21-22. The reference contains the substituent N(CH2-CH2-C1)2 in 
the central Phe residue. This compound meets the limitation of the claims because the instant 
specification states that page 3 that pharmacologically active groups include -N(CH2-CH2-C1)2 (see 
page 3, lines 15-17). Furthermore, example 1 disclose a similar compound, except the -N(CH2- 
CH2-C1)2 is in the para position, and states that "[tjhis particular substituted tripeptide is bearing an 
alkylating group at the sarcolysine moiety. Said alkylating group is assumed to be the 
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pharmacologically active part of the such substituted phenylalanine (sic.) moiety or - in other words- 
the drug loaded on the phenylalanine moiety." (see page 9, lines 16-24). Based this teaching, one 
can conclude that the even though -N(CH2-CH2-C1)2 is part of the sarcolysyl moiety, the drug is 
still loaded on the phenylalanine moiety. Thus, this meets the limitation of the claims. 
Thus, the reference anticipates the claims. 

Applicants Arguments 

Applicants argue that die specification makes a distinction between the term "drug," 
"reactive group," and "reactive site. Applicants assert that the compound recited in the prior art is 
distinguishable from the claimed invention because prior art recites a reactive group rather than a 
drug. 

Applicants arguments have been fully considered but have not been found persuasive. 

Applicants assert that the -N(CH2-CH2-C1)2 is a reactive group. However, there is 
sufficient basis to conclude that this group is a drug. First, the specification implies that this group 
is a drug. The specification states, on page 9, lines 16-24 "ft] his particular substituted tripeptide is 
bearing an alkylating group at the sarcolysine moiety. Said alkylating group is assumed to be the 
pharmacologically active part of the such substituted phenylalanine (sic.) moiety or - in other words- 
the drug loaded on the phenylalanine moiety." Note that the "alkylating group" corresponds to - 
N(CH2-CH2-C1)2. Secondly, prior art discloses that the compound L-prolin-L-melphanyl-p- 
Fluorophenylalaline ethyl ester is useful in treating malignant tumors. The reference states that 
"[alkylating agents, such as drugs derived form nitrogen mustard, that is bis (2-chloroefhyl) Amine 
derivates, are used as chemofherapeutic drugs in the treatment of a wide variety of neoplastic 
diseases." (see page 2, lines 3-8). Finally, the art recognizes that "nornitrogen mustard" injected into 
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the bladder were effective against tumor growth. For example Wang et al. teaches and demonstrates 
the effectiveness of C1-CH2-CH2-NH-CH2-CH2C1 against tumor cells (see abstract). Thus, based 
on the Applicants disclsosure, the teachings of Lewensohn and the prior art as a whole, one of 
ordinary skill in the art would acknowledge that the -N(CH2-CH2-C1)2 moiety on the prior art 
peptide is not a reactive group but is a drug. 

For this reason the rejection is maintained. 



5. Claim 11 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

6. The reference of Wang et al. has been cited to refute Applicants contentions that -N(CH2- 
CH2-C1)2 is not a drug. The rejection under anticipation is made on the teachings of Lewensohn et 
al. (WO01/96367) alone. Thus, the application of Wang does not constitute a new ground of 
rejection. 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
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the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 



/ Anish Gupta/ 

Primary Examiner, Art Unit 1654 



